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Dear Sirs: 

I, Nicolas Peter Shortis, of Unit 6, 6-18 Bridge Road, Hornsby 
2077, New South Wales declare the following: 

1. I am listed as the sole inventor of the subject matter 
disclosed and claimed in the subject patent application (hereafter the 
"Invention"). 



2. The subject application claims priority to an Australian 
application filed on February 6, 2004. 

3. This Declaration is being provided to establish a date of 
conception and reduction to practice of the Invention in Australia on a 
date prior to September 25, 2003 , which is the purported effective filing 
date of WO2005/030173 ("Wilson"), which was cited in a final Office 
Action mailed to the Applicant on March 11, 2009 in the subject 
application. 

4. On a date prior to September 25 , 2 0 03, I conceived the 
Invention. 

5. On a date prior to September 25, 2003 the Invention was 
successfully reduced to practice in Australia. Prior to September 25, 
2003 I obtained some Balsalazide sold under the trade name Colazal from 
Salix Pharmaceuticals, Inc. of North Carolina USA. This Colazal 
contained Balsalazide and also a carrier compound. Prior to September 
25, 2003 I treated a number of patients presenting with symptoms of 
Colitis. In some instances during this period patients were commenced 
on treatment with Balsalazide before the results of any colonoscopy to 
confirm the presence of Colitis. These patients responded well to 
treatment with Balsalazide. The colonoscopic results when they became 
available however showed the patient actually did not have Colitis at all 
but instead had diarrhoea predominant Irritable Bowel Syndrome (IBS). I 



therefore determined that Balsalazide and its derivatives may also work in 
treatment and prophylaxis of diarrhoea predominant Irritable Bowel 
Syndrome (IBS) and other similar conditions. Having made this 
determination, I then administered Balsalazide to patients who previously 
had diarrhoea of unknown origin and patients with the diagnosis of 
diarrhoea predominant IBS. I administered Balsalazide to these patients 
prior to September 25, 2003. All patients responded well to Balsalazide 
with increasing doses (in other words, IBS was substantially or 
completely irradicated), confirming that the administration of Balsalazide 
was successful in the treatment and prophylaxis of irritable bowel 
syndrome. 

6. To evidence reduction to practice of the Invention, attached 
hereto as Exhibits A and B are lab notebook pages dated prior to 
September 25, 2003 (the actual dates are blanked out) regarding a male 
patient approximately 38 years (information blanked out to protect his 
privacy). These notebooks came from my colleague Dr. Thomas Borody, 
a clinical gastroenterologist and medical director of Centre for Digestive 
Diseases, a clinic set up in Five Dock, Australia for treating patients with 
various gastrointestinal disorders. With reference to Exhibit A, Dr. 
Borody working under my direction and under strictest confidence met 
with a patient presenting with longstanding (approximately 2 to 3 years) 
low abdominal pain and diarrhoea with very loose stools. The notebook 



shows that the patient was having motions up to seven times a day, 
mostly in the morning and with urgency. The patient had previously tried 
imodium without result. The patient was diagnosed with diarrhoea 
predominant irritable bowel syndrome. Having failed other medications, 
Dr. Borody discussed treatment with Colazide which I supplied freely to 
the patient. The patient was instructed to return fortnightly for follow-up. 
With reference to Exhibit B, on follow-up the patient was reviewed and 
there was a marked improvement in symptoms. The patient had 
experienced a significant drop in motions (2-3 times a day) and the 
motions were more like thick porridge. There was no urgency or pain 
and the patient was happy with the response. Dr. Borody made me aware 
of these results prior to September 25, 2003. 

7. I certify that all statements made herein of my own 
knowledge are true, and that all statements made herein on information 
and belief are believed to be true. I understand that willful false 
statements and the like are punishable by fine or imprisonment, or both 
(18 U.S.C. § 1001) and may jeopardize the validity of the application or 
any patent issuing thereon. 




Nicolas Peter Shortis 
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